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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Hedrpuakcon, 0,5 I, MNOPOMIOK M TNPUTOTOBJICHHUS PACTBOpAa Ui BHYTPUBEHHOTO U
BHYTPUMBIIIIEYHOTO BBEJICHUS.

Hedrpuakcon, 1 1, NOpPOmIOK JUIsi NPUTOTOBJICHHS pacTBOpa Ui BHYTPUBEHHOTO U
BHYTPUMBIIIEYHOTO BBEJICHUS.

2. KAUECTBEHHBIN 1 KOJIMUECTBEHHBII COCTAB

JleiicTBytOIIEE BEMIECTBO: IIEPTPUAKCOH.

Ledrpuakcos, 0.5

Hedtpuakcon, 0,5 r, NOpPOmIOK /s MPUTOTOBICHHWS pPAacTBOpa Uil BHYTPUBEHHOTO W
BHYTPHUMBIILIEYHOTO BBEICHHUS.

Kaxnpiii pnaxon copepxut 0,5 T medrpuakcona (B BUIC HATPUCBOM COJIM TPUCECKBUTHIPATA).

Ledrpuakcod, 1 r

LedTpuakcon, 1 r mNOpOmIOK Isi TPUTOTOBIEHHWS pAacTBOpa JUIsi BHYTPHUBEHHOTO U
BHYTPHUMBIILIEYHOTO BBEICHHUS.

Kaxnpiit pnaxon cogepxur | T nedrpuakcona (B BHE HATPUEBOM COJIM TPUCECKBUTHIPATA).

BcmomorarenbHbpie BelecTBa, HAJIMYME KOTOPBIX HAI0 YYHTHIBATH B COCTaBE JICKAPCTBEHHOTO
npemnapara: Hatpuii (cM. pazaen 4.4.).

[TonHbIi TepeYeHps BCIIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

HOpOHIOK AJI TIPUTOTOBJICHUA pacTBOpa AJid BHYTPUBCHHOI'O U BHYTPUMBIIICYHOI'O BBCACHUA.

HOpOH.IOK 0eJ10ro Uu OENOro C KEJITOBAaThIM OTTEHKOM OBCTA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHus1 K NPUMEHECHHUIO

Wndexunu, BbI3BaHHBIE YyBCTBUTEIBHBIMU K IIEPTPUAKCOHY BO30YIUTENSIMU: CETNICUC, MEHHHTUT;
nuccemuaupoBanHast 6onesns Jlaitma (11 u 111 ctaguu 3a6oneBanust); UHOEKINH OPraHOB OPIOITHON
MOJIOCTH (IIEPUTOHUT, MHPEKIUU KETUHBIX IMyTEH U KeNyI0YHO- KUIIEYHOTO TPaKTa); WH(EKIHH
KOCTEH, CyCTaBOB, MSTKMX TKaHEH, KOXH, a TaKKe paHeBble HH(EKINU; UH(EKIUHU Y MAIUEHTOB C
ocnabJeHHbIM HMMMYHUTETOM; MHQEKIUU T[OYEeK U MOUEBBIBOAAIIMX NyTel; HHPEKIUU
JIBIXaTENbHBIX MyTe, ocoOeHHO MHeBMOHUS, U UHOekiuu JIOP-opraHoB; MH(EKIMH MOJOBBIX
OpraHoOB, BKIIOYasi TOHOPEKO.

[lepuonepaunonHas npoQuIaKTHKa HHOEKINH.
4.2. Pe:xuM 103MPOBaHUA U CIIOCO0 MPUMEHEHM I

PexxuM no3upoBaHus
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Cmarnoapmubwiii pesicum 003Upo8aHusl

Bspocavie u demu cmapwie 12 nem > 50 ke: o 1-2 r onuH pa3 B CyTKu (Kaxble 24 yaca). B Tsoxensix
ciy4dasx WiIM 0Opud  HMHQEKIUsIX, BO30YAWUTETM KOTOPHIX OO0JagaroT JHIIb  yMEPEHHOH
YyBCTBUTEIHHOCTHIO K IIE(PTPHAKCOHY, CYTOUHYIO 103y MOKHO YBEJIMYUBATH /10 4 T.

IIpoodonsrcumenvHocms newenus 3aBUCHT OT MTOKAa3aHUK U TeueHus 3a0oneBanus. Kak u Bcerga npu
aHTUOMOTUKOTEPAIINH, BBEJCHHE LEe(PTPUAKCOHA MAIIMEHTaM CJeIyeT MPOA0JDKATh €Il B TCUCHUE
MHUHUMYM 48-72 4acoB TOCIe HOPMAaIW3alMM TEMIIEPAaTypbl M TOATBEPXKICHHUS SPaTUKALUH
BO30YyIUTESL.

OObIYHO KypC JIeUeHHs cocTaBisieT 4-14 gHel; Npu  OCIOXKHEHHBIX HWHOEKIUIX MOXKET
notpeboBaThcs 60Jiee MPOJOTHKUTEIBHOE TEPATTHSL.

Kypc nedenus npu nHPEKIuUAX, BI3BAHHBIX Streptococcus pyogenes, NOJKEH COCTABIATh HE MEHEe
10 nueit.

bonesuw Jlatima

50 mr/kr (BbICIIast CyTOYHAs 1032 — 2 T') B3pOCIBIM H JIETSAM OJIUH pa3 B CYTKHU B Te4eHue 14 mHei.
Tonopes (6vi36annas neHUYUIIUHAZ000PA3VIOWUMU U NEHUYULTUHA30HE0OPAZYIOWUMU UMAMMAMU)
OnHoxpatHOE BHYTpHUMBIIIeuHOE BBeAeHne 250 mr npenapata LedTpuakcon B3pocabiM
MalyeHTam U aetsaMm crapuie 12 jger > 50 kr.

Ocmpwiii cpeonuit omum

[Tpu nedeHnr OCTPOro CPEeIHEro OTUTA y JIETeH PEKOMEHAYETCS OJHOKPATHOE BHYTPUMBIIICUHOE
BBesieHHE B 103€ 50 mr/kr (HO He 6osee 1 T).

B3pocibiM pekoMeHayeTcs OJHOKpAaTHOE BHYTPUMBIIIEYHOE BBeAeHUE B no3e 1-2 r. CoriacHo
OTpPaHWYEHHBIM JAHHBIM, B TSOKENIBIX CIy4asX WM Mpu HEIPPEKTUBHOCTH MPEIbIIyIICH TeparuH,
e TPHAKCOH MOXKET OBITh () (PEKTHUBEH MPU BHYTPUMBIIIEYHOM BBEJIEHUH B J03€ 1- 2 T B CyTKH B
TeYeHue 3 JHEMH.

IIpoghunaxmuka nocreonepayuonnvlx uHpexyul

B 3aBucumoctu oT creneHu WHGEKIMOHHOTO pUCKa BBoautTcs 1-2 r mpenapara Lledrpuakcon
onHokpatHo 3a 30-90 MuH A0 Hauyana omepanuu. [Ipu omepanusx Ha TOJICTOH W MPSIMON KHUIIKE
XOpOIIO 3apeKOMEHAOBAIO ce0si OJHOBpPEMEHHOE (HO pa3jelibHOE) BBEACHHE Ie(TpUAKCOHA H
OJTHOTO M3 5-HUTPOMMHIA30JI0B, HAIPUMED, OPHHIA301a.

Oco0BblIe TPYIIIHI ITAIMEHTOB

Iayuenmsi ¢ napywenuem QhyHKyuu neyeHu

Her nHeoOxomumocTu KoppekTHpoBaTh 103y npemnapara llegTpuakcoH mpu yclioBUU OTCYTCTBUSA
HapyleHN QyHKIMY MOYeK.

Iayuenmul ¢ Hapywenuem ynkyuu novex

Her nHeoOxomumocTu KOppeKTHpOBaTh 103y mpemnapara lledTpuakcoH mpu yclIoOBUU OTCYTCTBUS
Hapymenuit pynkiuu neaenn. CyrodHas no3a npemnapata [ledtpruakcon He H0mKHA MPEBHITIATE 2 T
JUIIb B CIIy4asX TOYEYHOW HEIOCTATOYHOCTH C KIUPEHCOM KpeaTuHWHa MeHee 10 mur/mMuH.
[edTpuakcon He BEIBOAUTCS NP T€MOIUATN3E WIN TIEPUTOHEATHFHOM JHAIN3€E, TTOTOMY BBEJICHHE
MAIUEHTY JOMOJHUTEIBHOMN 036! e TpHaKCcOHa MOC/Ie OKOHUAHUS AUann3a He TpedyeTcs.

VY nanueHTOB, HaXOAALIMXCS Ha JAManM3e, CyTodHas fAo3a npenapara lledpTpuakcoH He NOKHA
IIpeBbIIIaTh 2 T.

Tlayuenmul ¢ msdwcenoi noueuHol u neyeHoYHol HedoCMamo4HOCMbIO
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HabmoaaTh 3a 3PEeKTUBHOCTHIO U 6€30MaCHOCTHIO TPUMEHEHHS MTperapara.
Tayuenmul nodiCUI020 U CMAPUECKO20 803pACma

Koppekuuu 10361 y HaliMeHTOB > 65 JIET IPU YCIOBUHM OTCYTCTBHS TSKEJION IOYEYHOHN U IEYEHOYHOU
HEI0CTaTOYHOCTH HE TpedyeTcs.

emu
Hoeopooicoennvie, epyonvie demu u demu mnaowe 12 nem

[Tpu nasznauenun mnpenapara LlepTprakcoH oguH pa3 B CyTKH PEKOMEHAYETCS IMPHIEPKUBATHCA
CIIEAYIOLIUX PEKUMOB TO3UPOBAHUSA:

— HOBOpOXAeHHBIE (0 14 mueit): 20-50 MI/Kr mMacchl Tena OAWH pa3 B CyTKH; CyTOYHAs /1032 HE
JOJKHA MPeBbIIaTh 50 MI/KT Macchl Tena;

— HOBOPOJXKJICHHBIC, TPYAHBIC JETH U JCTH MiIaaniero Bo3pacra (¢ 15 gueit no 12 met): 20-80 mr/kr
MAacchl Tejla OJIUH pa3 B CYTKH;

— ICTSIM C MacCOM Teja CBBIIIC 50 xr Ha3HAYAIOT A03bI JJI B3POCJIbIX.

HenoHouiennslM JeTssM B Bo3pacTe 10 41 Henenu BKIIOUUTENBHO (CyMMapHO IeCTallMOHHBIM U
XPOHOJIOTUYECKHU BO3PACT) IPUMEHEHHE I TprHakcoHa MPOTHBOIIOKA3aHO.

LedTpuakcoH MPOTHBOIIOKA3aH HOBOPOXACHHBIM (< 28 1HEl), KOTOPBIM YK€ Ha3HAYCHO WU
npeanojaracTcsa BHYTPHUBCHHOC JICHCHHUC KaJII)III/If/'ICOI[ep)KaHII/IMI/I pacTBOpamu, BKJIFO4Yas
MPOIOJDKUTEIBHBIE KalblUHcoaepkKalie HH(Y3uu, HapuMep, MPH MapeHTePATbHOM MUTAHUH W3-
3a prUCcKa 00pa30BaHMsI MPEIUITUTATOB KaJIBIIUEBBIX coyeil edTpruakcona (cM. pasmen 4.3.).

Menuneum

[Ipu baxkmepuanvrnom menuneume y epyouvix Oemeti u Oemel MAAOULe20 603pacma JEUCHHUE
HaynHAIOT ¢ 1036l 100 mMr/kr (HO He Oonee 4 1) 1 pa3 B cyTku. [locne uaentudukanuu Bo30yauTens
Y OTIpE/ICIICHUS €T0 YyBCTBUTEIILHOCTH JJ03y MOKHO COOTBETCTBEHHO YMEHBIITUTH.

Hawunyumve pe3ynbraTsl Mpu MEHWHTOKOKKOBOM MEHHUHTHUTE IOCTUTATUCH MPHU MPOI0KUTEIBHOCTH
JedeHus: B 4 JHA, pU MEHUHTUTE, BbI3BaHHOM Haemophilus influenzae — 6 nueu, Streptococcus
pneumonia — 7 THEH.

Crooco0 nmpuMeHeH st

BHyTpUBEHHO, BHYTPUMBIIIEYHO.
Brympumviweunas unvexyusi

[TpuroroBneHHsI pacTBOp mpenapaTta LlegTpuakcoH BBOIAT IIyOOKO B JIOCTaTOYHO OOJIBIIYIO
MBIy (Aroauna). PekoMenayercss BBOAUTH He 6osiee 1 T B OJIHY U TY YK€ MBIIIILY.

PactBop, coaepskamiuii TMA0KauH, HENb3s BBOJAUTH BHYTPUBEHHO (CM. paznen 4.3.).
Brympueennas unvexyus

[TpuroToBneHHsIii pacTBop npenapara LlegTprakcoHn BBOAST BHYTPUBEHHO MEIJICHHO B
TeUeHHEe 5 MUHYT, IPEATIOUYTUTEIHHO B KPYITHYIO BEHY.

Buympusennas ungyszus

BnaytpuBennas nHdy3us 10JDKHA JJTATHCS HE MeHee 30 MUHYT.

I'pyaHBIM €TSAM H JETSM B BO3pacTe 10 12 jeT BHyTpUBEHHbIE 1036l B S0 MI/KT MJIH BBIIIE CIETyeT
BBOJMTH KaleabHO B TeUeHHE HE MeHee 30 MUHYT.
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CHU3UTH TIOTEHIIUAIBHBIN PUCK Pa3BUTHS OMITMPYOMHOBOH 3HIIe(amomaTuu.

Henb3s ucnonb30Bath A5 MPUTOTOBIECHUS pacTBOPOB npenapara Lledrpuakcon ass BHyTpUBEHHOTO
BBEJICHUS W UX IOCJIEAYIOIIETO0 pPa3BEJCHUs PACTBOPUTENH, COJEPKAIME KaJblUW, TaKUEe Kak
pactBop Punrepa unu pactBop XapTMmaHa, U3-3a BO3MOKHOTO

oOpazoBanus mnpenunuraToB. OOpa3oBaHHE NPEIUIUTATOB KAIBIIMEBBIX COJCH IePTprUakcoHa
MOJKET IPOMCXOIUTh ¥ TIPU CMENIeHUH npernapara LledTpuakcoH u KanpIuicoaepKaniux pacTBOPOB
IIPY UCIIOJIb30BAHUHU OJTHOTO BEHO3HOTO JocTyIma. [IoaTOMy npu BHYTPUBEHHOM BBEJICHUU Mpenapar
LledTpuakcoH He cieayeT CMEIIMBaTh WJIA BBOIHWTH OIHOBPEMEHHO C KaJIbIUICOACpIKAIIMMU
pacTBOpamu JJisi BHYTPUBEHHOTO BBeIeHUS (cM. pasnensl 4.3.,4.4., 6.2.).

He moctynano coobmienuii o B3auMoeHCTBUM e TPHAKCOHA U MTEPOPATTLHBIX KAJTBIIMHCOAEPIKAIINX
MpermapaToB WJIH B3aUMOJCUCTBUM He(PTpUAKCOHA I BHYTPUMBIIICYHOTO BBCJICHUS H
KaJbIUHCOIepKAIINX PernapaToB (A7 BHyTPUBEHHOTO WU EPOPATHLHOTO IPUMEHEHHUS ).

HNHcTpyKIMu 1Mo NMPUTOTOBJICHUIO (PACTBOPEHHIO) JICKAPCTBEHHOTO Mpernapara nepe NpuMeHEeHUEM
CM. B pazjeiie 6.6.

4.3. [IpoTuBonoOKa3aHus

I'unepyyBCTBUTEABHOCTD

['umepuayBCTBUTEIHHOCTD K S TPHAKCOHY HITH JIFOOOMY APYyroMy KOMITOHCHTY TIperapara.
['unepuyBCcTBUTENBHOCTH K e aTOCIOPHUHAM.

Tspkenple peakuy runepyyBCTBUTENLHOCTH (HapuMep, aHaUIaKTHYECKHE peaKuu) K ApyruM f3-
JAKTaMHBIM aHTHOMOTHKAM (MIEHUIMIUIMHBI, MOHOOAKTaMbl U KapOaneHeMbl) B aHaMHE3e.

HenoHomeHHsle IeTH

HenoHomennslM JeTsM B Bo3pacTe 10 41 Henenw BKIIOUUTENBHO (CyMMapHO Te€CTAallMOHHBIM U
XPOHOJIOTUYECKHI BO3pacT) NpUMEHEeHHE e TPHaKCOHA TPOTUBOIOKA3aHO.

JlOHOIIIeHHBIE HOBOPOXKIACHHbBIE (S 28-1HEBHOTO B03DaCTa)

— T'unepOunupyOunemusi, XKeinTyxa WM auujo3, TUMNOANbOYMHUHEMHS Yy HOBOPOXJAECHHBIX
(MccnenoBaHus in Vitro MoKa3aid, YTO HEPTPHUAKCOH MOXKET BBITECHATh OMIMPYOUH U3 CBSI3H C
CBIBOPOTOUHBIM aJlbOYyMHMHOM, MOBBIIIAsl PUCK pa3BUTHUs OWUIMPYOMHOBOM »HIEaronaTuu y
TaKUX MAIEHTOB).

— BHyTpuBeHHOE BBEJCHHE KAIBIUHCOIEPKAINX PACTBOPOB HOBOPOXKACHHBIM. HOBOpOKICHHBIE
(£ 28 pHeil), KOTOpPBIM YX€ Ha3HA4YeHO WM MPEAINOJaraeTcsi BHYTPUBEHHOE JIEUCHHE
KaJbIMACOIEPXKAIUMHI  PAacTBOpAMH, BKJIIOYAs TPOJOJDKHTENBHBIC KalbIIMHCOIepKAIIIE
uHOY3UH, HaIIPpUMEp, IPU MapeHTEePaTbHOM MUTAHUM, U3-32 PUCKA 00pa30BaHUs MPEIUIUTATOB
KaJlbLIMEBbIX coyiell nedTpuakcoHa (cMm. pasgensl 4.2., 4.5. u 6.2.). Onucansl OTAEIbHBIE
¢datanbHble Cllyyad OOpa3oBaHMs NPELUIUTATOB B JIETKUX M TOYKAX Y HOBOPOXKIEHHBIX,
MOJTy4YaBIINX MEPTPUAKCOH JJIsi BHYTPUBEHHOTO BBEICHUS M KaJbIIMHUCOIEPKAIIUE PACTBOPHI.
IIpu 3TOM B OTHENBHBIX Ciy4asx ObUT HCIIOJIb30BaH OJWH BEHO3HBIA JOCTYH, U 00pa3oBaHHE
MPENUITNTATOB HAOIIOAAIOCh HETTOCPEICTBEHHO B CUCTEME JIJIsl BHYTPUBEHHOTO BBEJICHH S, TAKKE
OIKCaH, KaKk MHUHHUMYM, OJIMH CIlyyail CO CMEpTENbHBIM HCXOJOM IPU PA3IUYHBIX BEHO3HBIX
JOCTYTaX M B pa3IMYHOE BpEMsI BBEICHUS Ie(pTPUAKCOHA BHYTPUBEHHO U KaJBIIHICOIEPIKAIINX
pactBopoB. [1o100HBIE CiTyuan HaOIIOJAINCH TOJIBKO Y HOBOPOXKIEHHBIX (cM. pazzaen 4.8.).

JImpoxanH

[lepen mpoBeeHHEM BHYTPUMBIIICYHONW HHBEKIIMH [e()TPUAKCOHA C UCIOIB30BAHNUEM JIHIOKAWHA,
HE00X0IMMO UCKIIIOUUTH HAJIMYKE MPOTUBOMOKA3aHUH K JIJIOKAUHY.
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MPUMEHCHHIO JIHJIOKauHa. PacTBOpBI IeTpuUakcoHa, COIEpKallie JIMIOKAWH, HEb3s BBOJIUTH
BHYTPHUBEHHO.

4.4. OcoOble yka3aHHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

IIepuon rpy1HOTO BCKapMJIMBaHUS.

Hetspkenble peaknuy  TUINEPYYBCTBHTEIBHOCTH K  JIPYT'MM  [P-JIAKTAaMHBIM ~ aHTHOMOTHKAM
(MeHUIMIUTHHBI, MOHOOAKTaMbl U KapOarieHeMbl) B aHaMHE3e.

Oco0ble yKa3zaHusg

Peam;uu cunepdyecmeumelbHocmu

Kak u npu npuMeHeHUH APYruX [-1aKTaMHBIX aHTUOMOTUKOB, OBbLIM 3apETUCTPUPOBAHBI TSXKEIIbIe
peakuuy runepyyBCTBUTEIBLHOCTH, B TOM YHCJIE CO CMEPTENbHBIM UCX0JI0M (cM. pazzaen 4.8.). Ilpu
Pa3sBUTHM TSDKEJIOW pPEaKUUU TUIEepUyBCTBUTEIBHOCTH TEpanuio IePTPHAKCOHOM HE0O0XO0IUMO
HEMEUICHHO OTMEHHTh W IPOBECTH COOTBETCTBYIOIINE HEOTJIOKHBIC JICUCOHBIE MEpOTPHSITHS.
[lepen HauasoM Tepanuu npenaparomM HEePTPUAKCOHOM HEOOXOIUMO YCTaHOBHUTH HAOIIOJAUCH JIH
y TalMeHTa Peaklul TUIePYyBCTBUTEIHLHOCTH K HEe(TPUAKCOHY, 1Ie(aToCIOpHHAM WM TSKEIbIe
peaKklMM THUIEePUYyBCTBUTENBHOCTH K JPYI'MM [-JTaKTaMHbIM aHTHOMOTMKAM (IEHULIMIUIUHBI,
MOHOOAKTaMBbl ¥ KapOareHeMbl).

HCO6XO,I[I/IMO CO6J'IIO,Z[8.TB OCTOPOXXHOCTD IIPU IPUMCHCHHUHA I_le(prI/IaKCOHa Yy IalTUCHTOB C

HETSDKCITBIMA ~ PEaKIUSIMH THUIIEPUYyBCTBUTEIIBHOCTH K JPYTHM [-TaKTaMHBIM aHTHOMOTHKAM
(MeHUIIUIUTMHBI, MOHOOAKTaMbl U KapOarneHeMbl) B aHaMHe3e.

B cBs3u ¢ Tepanuell 1eTpUakCOHOM OTMEYAIUCH TSXKEJbIE KOXKHBIE HEXKeNlaTelbHble peakluu
(cunapom CtuseHca-J[>koHcoHa win cunapoM Jlalienna/Tokcuyeckuil SMuaepMaIbHbIA HEKPOJIU3) U
JIEKapCTBEHHAsl peakius ¢ 303uHopuare u cucremusiMu cumnroMamu (DRESS), koropeie Mmoryt
OBITh KU3HEYTPOKAIOIIUMU WM (aTalbHBIMM; OJTHAKO YacTOTA JAHHBIX SIBJICHUN HEU3BECTHA.

T'emonumuueckas anemus

Kak u npu npuMeHeHMM ApYrux Le¢aloClopruHOB, NMpH JedyeHuu mnpenaparoMm lLlegrpuakcon
BO3MOXXHO DPAa3BUTHE AayTOMMMYHHOW T'€MOJUTHYECKON aHeMHMH. 3aperucTpUpOBaHbl CIydyau
TSKEJIOM TeMOJINTUYECKOM aHEMHUH Yy B3pPOCIBIX U JETEH, B TOM YHUCIIE CO CMEPTEIBHBIM MCXOIO0OM.
[Ipu pa3BuTHM y MallMeHTa, HAXOAIIErocs Ha JIEYeHUH LIe(TPUaKCOHOM, aHEMUH HEeJb3s1 UCKITIOYHUTh
JMarHo3 1e(anocnopuH-acCOIIMUPOBAHHOW aHEMHUHM M HEOOXOIMMO OTMEHHUTH JIeYEHHE [0
BBISICHEHUSI IPUYHHBI.

Juapes, svizeannas Clostridium difficile

Kak m mpu mpuMmeHeHUH OOJIBIIMHCTBA JPYTHX aHTHOAKTEPHUAILHBIX TPENapaToB, MpU JICYCHUN
1e(TPUAKCOHOM 3aperuCTPUPOBAHBI CIIy4an pa3BUTHA auapeu, BoizBanHou Clostridium difficile (C.
difficile), pa3mUIHON TSHKECTHU: OT JIETKOW TUAPEH JI0 KOJHMTA CO CMEPTEIbHBIM HUCX0/0M. JleueHue
aHTHOAKTepUAIbHBIMU TpenapaTaMM IOAABISET HOPMAJIbHYIO MUKPO(IOPY TOJICTOW KHIIKU MU
npoBomupyet poct C. difficile. B cBoro ouepenn, C. Difficile o6pa3yer Tokcuabsl A u B, KoTopbie
ABNSAIOTCS (hakTopamMu maroreHe3a auapeu, Bbl3BaHHOM C. difficile. Wrtammer C. difficile,
THIIEPIPOIYIUPYIONIHNE TOKCUHBI, SBISIOTCS BO30OYAMTENSIMH HWH(EKIHMHA C BBICOKUM PHCKOM
OCJIO)KHEHUH U CMEPTHOCTH, BCIIEICTBUE BO3MOXKHON MX YCTOWYMBOCTH K aHTUMUKPOOHOM Tepamnuu,
JIeYeHHEe K€ MOKeT NoTpedoBaTh KoMdKToMHH. Heo0XoauMoO MOMHUTH O BO3MOXKHOCTU Pa3BUTHS
nuapen, BbI3BaHHOW C. difficile, y Bcex NalMEHTOB C JHapeei MOcie aHTUOMOTHKOTEpPAIUH.
HeoOxonuM TIaTeNnbHBIA cOOp aHamMHe3a, T.K. OTMEYEHBbl CIy4ad BO3HUKHOBEHMs JUapew,
Bb13BaHHOU C. difficile, ciycTs Oonee yeM 2 Mecsila mociie Tepanuu aHTUOMOTHKAMH.
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oTMeHa Tekymield He HampasieHHoil Ha C. difficile antubmotukorepanuu. B coorBeTcTBHH €
KJIMHUYECKUMH MOKa3aHUSIMU JIOJDKHO OBITh HA3HAYCHO COOTBETCTBYIOIIEE JICYCHUE C BBEICHUEM
KHUJIKOCTH U SJICKTPOJIMTOB, OEIIKOB, aHTUOMOTHKOTepanus B otHouieHuu C. difficile, xupypruueckoe
neuyenue. Henmb3st MpUMEHSTH JIEKapCTBEHHBIC CPE/ICTBA, TOPMO3SIIHE TIEPUCTAIBTHKY KHIICUYHHKA.

Cynepunghexyuu

Kak u mnpu nedeHHMM JApyruMH aHTHOAKTEpHAIBHBIMH IIpErapaTaMu, MOTYT pPa3BHBAThCA
cynepuHQpEeKIun.

Obpa3zosanue npeyunumamos Kaibyuesol conu yeghmpuakcona

[locne mpumeHeHHs UePTPUAKCOHA, OOBIYHO B /103aX, INPEBBIIAIOIIUX CTaHIAPTHBIC
pexomeHnnoBaHHbIe (1 T B cyTKu u 6o0Jee), pu yIbTPa3BYKOBOM HCCIIEIOBAHUU KEITUYHOTO ITy3bIPS
BBISIBISUIMCH MPELUIINTATHl KalbIIMEBOW cONMM medTpuakcoHa, oOpa3oBaHME KOTOPBIX HamOoiee
BEPOSATHO Y MAI[MEHTOB JETCKOro Bo3pacTa. [Ipenunuratel peiko Jar0T KaKyr-I1100 CUMITOMATUKY
M HCYE3a0T TIOCNIe TPEeKpalleHus Tepanuu nedTpuakcoHoM. B cimywae, eciaw STH sBJICHHUS
COIIPOBOXKAAIOTCS KIIMHUYECKON CUMITOMATUKOMH, PEKOMEHTyeTCs KOHCEPBATUBHOE
HEXMpPYpPruyecKoe JI€UYEeHHE, a pellleHue 00 OTMEHe IIpernapaTa OCTaBISETCS Ha YCMOTPEHHE
JIe4alero Bpaya 1 T0JKHO OCHOBBIBATHCS HA MHIUBUYaTIbHON OIICHKE TOJIb3bI H PUCKA.

HecmoTpss Ha Hamuume JaHHBIX 00 00pa3oBaHWM BHYTPUCOCYAUCTBIX IMPEHUIHUTATOB TOJIBKO Y
HOBOPOXK/ICHHBIX IPU TPHMEHEHUH IlepTpuakcoHa U KaJbLUiicOmepXKalMX HWH(Y3UOHHBIX
pPacTBOpOB WM JIIOOBIX JPYTHX KaJbIMHCOIEpKAIIMX MpenapaTos, mpemnapar Llegrpuakcon ne
clienyeT CMEIIMBaTh WIM Ha3HAa4aTh JETSIM U B3POCIHBIM IalIeHTaM OJHOBPEMEHHO C
KaJIbIMACOIEPKAIMUMI MH(PY3MOHHBIMH pPAaCTBOPAMH, JaK€ HCIONb3ys pa3IHMYHbIe BEHO3HBIC
JocTynsl (cM. paznenst 4.3.,4.5.,4.8.).

Ilanxkpeamum

VY nmanueHToB, NOTy4aBLINX e TPUAKCOH, OMUCAHBI PEAKUE CIIydau MaHKPeaTUTa, pa3BUBABILIETOCS,
BO3MO’KHO, BCJIE/ICTBUE OOCTPYKIIMU KEIYHBIX MyTeH. Y OOJIBIIMHCTBA U3 3TUX MALMEHTOB YXKE J0
3TOr0 MMEIHCh (PAKTOpPHl PUCKA 3aCTOSl B JKEIYHBIX MYTAX, HAlpUMep, paHee MPOBOJIMBLIASCS
Tepanusi, TskKeyble 3a00eBaHMsI U IOJIHOCTBIO MapeHTepanbHOe mnuTaHue. [Ipu sTom Henb3d
UCKJIIOUUTh MyCKOBYIO WM KO(AKTOPHYIO pOJb B Pa3BUTUU MaHKpeaTuTa, 0Opa30BaBLIMXCS IMOJ
BJIUSIHUEM LIeTpUAKCOHA NMPELUIUTATOB B )KETYHBIX ITYTSX.

Monumopune ananuza xposu
[Ipu 1UTENEHOM JICUEHUH CIIETYET PETYIISIPHO MIPOBOAUTD MOJIHBIN aHATN3 KPOBH.
Peaxyus Apuwa-I'eprceeiimepa (JHR)

VY HEKOTOpbIX MAIMEHTOB C WH(pEKUHEeW, BbI3BAHHOW CHHPOXETaMHU, MOXKET Pa3BUTHCS peaKuus
Spuma-I'epkcreiimepa (JHR) Bckope mocne Hauana Ttepanuu nedrpuakcoHoM. JHR o06brano
SIBJISIETCSI  CAMOOTPAHWYMBAIOIIMMCS COCTOSIHUEM HJIM MOXET KOHTPOJIMPOBATHCA C IOMOIIBIO
CUMIITOMAaTHYECKOTO JiedyeHHs. Tepamnuio aHTHOMOTMKOM HE CclelyeT TNpeKpamarb opu
BO3HUKHOBEHHH JTAHHOM PEaKIUU.

Brusnue na pesyibmanibl Jza60pam0przx aHanuzoes

[Ipu neuenun npenaparom LledpTpuakcon y nmanneHTOB MOTYT OTMEYATHCS JIOKHOMOIOKHUTENbHbIE
pesynbTatel mpoObl KymbGca. Kak wu jpyrue aHTHOMOTHKHM, LeQTPHAKCOH MOXET JaBaTb
JIOKHOIOJIOKUTEIIBHBIN Pe3yIbTaT IPOObI HA TaaKTO3EMHUIO.

JIOKHOTIOJOKHUTEIbHBIE PE3yJIbTAaThl MOTYT OBITh TOJIYYEHBI U MIPU ONPEACIICHUH TIIOKO3bl B MOYE
He(EepPMEHTHBIMH METOJaMH{, IIO3TOMY B XOJA€ Tepanud NePTPUAKCOHOM TIIIOKO3YPHIO TIpH
HEOOXOMMOCTH HYKHO OIpPEIeNATh TONbKO (EpMEHTHBIM MeToAoM. LledTpmakcon Mmoxer
BBI3BIBATh HEOCTOBEPHOE CHIKEHHUE MTOKA3aTeNeH TTTMKEMUH, TI0JTyYSHHBIX C IIOMOIIBIO0 HEKOTOPBIX
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IPUMEHEHHIO HCIOJIb3yeMOro ycTpoicTtsa). Ilpm HeoOXoauMocTH clemyeT MCHONIb30BaTh
aJIbTEPHATUBHBIE CIIOCOOBI ONPEAEICHUS ITIIOKO3bl B KPOBH.

NHcTpyKIMK O YHUUYTOKEHHUIO HEUCTIOIB30BAHHOIO TIPeraparta Wil rnpernapara ¢ UCTEKIINM CPOKOM
TFOJIHOCTH TIPUBEICHBI B pazjene 6.6.

Conepyxanie HATPUS

B 1 r npenapara e rpuakcon coaepkurcs 3,6 MMOJIb HATPHUS. DTO CIIEyET NMPUHATh BO BHUMAHUE
MalKUeHTaM, HaXOASIIUMCS Ha IUE€TE C KOHTPOJIEM HaTPHSL.

C€TH

bezonacHocts U 3¢ (eKTUBHOCTh IEePTPHAKCOHA Y HOBOPOXKIEHHBIX, T'PYIHBIX JETeH M JeTel
MJIQJILIETO BO3PAcTa OBUIM OMpENeNIeHbI IS JO3UPOBOK, OMMMCAHHBIX B paszaene 4.2. VcciaenoBaHus
MOKa3aJiv, 4TO MOA0OHO APYTUM IiepamocnopruHaM HeTPUaKCOH MOXKET BBITECHATh OMIUPYOUH U3
CBSI3M C CBIBOPOTOYHBIM aIbOyMHHOM. lLledTpmakcoH Henb3s NPUMEHSTH Y HOBOPOXKICHHBIX,
0c00EHHO HEJIOHOIIEHHBIX, Y KOTOPhIX €CTh PUCK Pa3BUTHs OMIMpPyOMHOBOI sHIE]amonaTiu (CM.
pasznmen 4.3.).

4.5. B3aumojeiicTBHe ¢ JAPYrHMHM JIEKAPDCTBEHHBIMM TMpenapataMu W Jpyrue BH/bI
B3aNMMOJAEHCTBUSA

[Ipn ogHOBpEMEHHOM NPHMEHEHUH OOJBIINX 03 IEPTPUAKCOHA H «IICTIEBBIX» JUYPETUKOB
(mampumep, hypocemua) HapyleHU (yHKIUU MOYEK HE HAOII0AaNO0Ch.

HNmeroTcs IMPOTUBOPCUUBLIC JaHHBIC (0) BCPOATHOCTHU IMOBBIIICHUA HC(i)pOTOKCI/I‘-IHOCTI/I
AMHUHOIJIMKO3HU 0B IIpU UX NPUMEHCHUU C He(baHOCHOpHHaMH, IMO3TOMY HeO6XOI[I/IMO MMpOBOANTDH
MOHHUTOPHHT MMOYECYHOM q)YHKHI/II/I 1 KOHICHTpAalIuU aMHUHOITIMKO3HU0B B KPOBH.

VYnorpebiienue  ajkorosis  mocie  BBEACHMS — IeTpHakcOHa  HE  COIPOBOXKAAIOCH
nucynbupamornogobnon peakmnueit. lleprpuakcon He comaepkut N-METUITHOTETPA30JIbHON
IpYMIIbI, KOTOpasi MorJia Obl BBI3BATh HEMEPEHOCUMOCTh 3TaHOJIa U KPOBOTOUMBOCTH, YTO MPHUCYILE
HEKOTOPBIM IPYTUM Lie(hasocropruHaM.

[IpoGenenua He BAMSIET HA BhIBEIEHUE IIeTPHUAKCOHA.
Bakrepuocrarnueckne aHTUOMOTHUKH CHIKAIOT OaKTEpUIIUAHBIN 2D PeKT redTpruakcona.
In vitro Obl1 OOHAPYKEH aHTATOHU3M MEXAY XJI0paM(PEHUKOIOM U HePTPUAKCOHOM.

Henb3st ucmonp30BaTh pacTBOPUTENH, COJEpIKAIIUe KalblMi, Takue Kak pacTBop PuHrepa wim
pactBOop XapTMaHa, IpU MPUTOTOBICHUHU PAaCTBOPOB Le(TPUAKCOHA JUIsl BHYTPUBEHHOT'O BBEJICHUS U
UX TOCIEAYIOIMEro pa3BeleHus M3-32 BO3MOXKHOTO oOpa3oBaHus mpenunuratoB. OOpazoBaHue
NPELUIUTATOB KaJbIMEBBIX coJied 1e(TpUakcOHa MOXET NPOUCXOJUTh NpPU CMELICHUU
e TpuaKkCoHa M KATBIUHCOAEPIKAIIMX PACTBOPOB MPH MCIIOJIE30BAaHIH OJJTHOTO BEHO3HOTO JOCTYyIIA.
Henb3st ucnonp3oBath 1eQTPUAKCOH OJHOBPEMEHHO C KalbLMHCOAEPXAIIUMH PACTBOpAMH ISt
BHYTPHUBEHHOTO BBEJCHHS, B TOM YHCJIE C JUIUTEIbHBIMA HHQY3USIMH KaTbIUHCOIEPKAIIIX
pacTBOpPOB, HANIPUMED, NPH MMAPEHTEPATHLHOM MUTAHUU C UCIIOJIB30BaHUEM Y -KOHHEKTOpa. J{i1st Beex
TPYIII MTAIMEHTOB, KpOME HOBOPOJKICHHBIX, BO3MOYKHO TIOCIIE/IOBATEILHOE BBEICHHUE ITe(hTPHAKCOHA
U KaJbLIUHACOJEPKALIMX PACTBOPOB MPH TIIATEIHHOM NPOMBIBAHUU MH(Y3UOHHBIX CHCTEM MEXTY
BIIMBAaHUSIMH COBMECTUMOH KXHUAKOCTBIO. VccaemoBanus in vitro ¢ HCTIOIB30BAHUEM TUTa3Mbl KPOBH
B3pOCJIOTO YEJOBEKa W IUIa3Mbl ITYIOBHHHOW KpPOBH HOBOPOXJIEHHOT'O CBHUJETEIBCTBYIOT O
MOBBIIIICHHOM pHCKE 00pa30BaHMS KalbLUEBBIX COJNEH me(TpHakcoHa y HOBOPOXKICHHBIX (CM.
paznensl 4.2.,4.3.).

[Ipu npumeHeHnH aHTaroHUcToB BUTaMuHa K Ha oHne Tepanuu neTpuakCcoOHOM MOBBILIAETCS PUCK
KpoBoTeueHHs. CieayeT MOCTOSIHHO KOHTPOJMPOBATh MAapaMETPbl CBEPTHIBAHMS KPOBU U IIPU
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Tepanuy HeTPUAKCOHOM.

Iloka3aH cuHEpru3sM Mexay Le(QTPUaKCOHOM M AaMHUHOIVIMKO3MJAMHM B OTHOIIEHHMM MHOTHX
rpamMoTpuLaTeNbHBIX OakTepuil. HecMoTpss Ha TO, 4TO mOBBIIICHHAs 3(PPEKTHUBHOCTh TaKUX
KOMOMHAIMI He BCerja IpejcKazyema, ee cielyeT UMETh B BUJY IPU TSDKEJbIX, YTPOXKAIOLIMX
’KU3HU MH(DEKIUSIX, TAKUX Kak 00yclIoBIeHHbIX Pseudomonas aeruginosa.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

LledTpuakcoH TpPOHMKAET dYepe3 IUIAIICHTAPHBIH Oapbep. be30macHOCTh TpPHUMEHEHHS TIPU
OEpEMEHHOCTH Y JKEHIIMH HEe YCTaHOBJICHA. [|OKIIMHUYECKHE UCCIICIOBAHUS PENPOAYKTHBHOCTH HE
BBISIBIJIM  AOMOPHOTOKCHYECKOTO, (PETOTOKCHYECKOTO, TEPATOrCHHOTO JICHCTBHS WM JPYTrUX
HEOJIaronpusATHBIX 3(PQPEKTOB MpermapaTa Ha IUIOJOBHTOCTh CaMIIOB M CaMOK, IPOIECC POOB,
NepUHATAIbHOE W TIOCTHATAJIbHOE pa3BUTHE IUIoNA. [Ipu OEpeMEHHOCTH, OCOOCHHO B TEPBBIN
TPUMECTP, CJICAYCT Ha3HAYaTh TOJIBKO ITO CTPOTUM IMOKAa3aHUAM, IIPHU YCIIOBUHU, UTO IIPCAIIoIaracMasd
M0JTb3a JIJISI MATEPU NPEBBIIIACT MOTCHIIMAIBLHBINA PUCK JIJIS IJI0/IA.

JlakTamnms

B manpix KOHIEHTpauusx HeQTpUakcoH MOIMagaeT B IPYJHOE MOJIOKO. MalloBEepOsSITHO BIIMSHUE
nedTpuakcoHa Ha peOeHKa, HAXOMAALIETOCS Ha TPYJHOM BCKAPMIIMBAHHH, MPH €r0 MPUMEHEHHU
MAaTepbl0 B TEPANEBTUYECKUX J03aX, TEM HE MEHEE, HENb3sl UCKIIOYUTh PUCK PA3BUTHUS JUApEU,
IpUOKOBBIX MH(EKIHMIA CIIM3UCTHIX 000JI0UEK U PEaKINil THIIEPUyBCTBUTEIBHOCTH Y PeOCHKA.

Heo6xonnMo mpekpaTtuTh IpyIHOE BCKapMIIMBAHWE WIM MPEKPATUTh/BO3/EP’KATbCS OT Tepanuu
e TpHaKCoOHOM, IPUHUMAsi BO BHUMaHHUE NPEUMYIIECTBA IPYAHOI0 BCKAPMIIMBAHUS 7151 peOeHKa U
[I0JIb3Y TEPAIIUU ISl MATEPH.

4.7. Biausinue Ha CHOCOOHOCThH YHIpPaBJIATh TPAHCHOPTHBIMU CpPEACTBAMU M paﬁoTaTL C
MEXaHU3MaMHU

Her AAaHHBIX, CBUACTCIIBCTBYIOIIUX O BJIUAHHWU IPEIapaTa Ha BOXKACHHUEC TPAHCIIOPTHBIX CPECACTB U
paboty ¢ MammHamMu ¥ MexaHuzMamu. OJIHAKO BO BpeMsi Tepanmuu IEPTPUAKCOHOM CIIEIYeT
COOJTIOIaTh OCTOPOYKHOCTH MPH YITPABICHUH TPAHCITOPTHBIMHU CPECTBAMHU M Pa0OTE C MEXaHHU3MaMU
B CBSI3M C BO3MOXXHOCTHIO BO3HHKHOBECHHS TOJIOBOKPY)KCHHUS U JAPYTUX HEKEIATCIbHBIX PEaKIui,
KOTOpBIE MOTYT BJIMSITh HA CHOCOOHOCTh YIPABISATh PAHCIOPTHBIMU CPEACTBAMH, MEXaHU3MAMH (CM.
paznen 4.8.).

4.8. HexxennaTebHbIE peakuu

Pesrome npoduiist 0e30nacHOCTH

Haubonee wacTbiMu HeXeNaTeNbHBIMH pEAKLUUsSMHU, 3apETUCTPUPOBAHHBIMU Ha (poHE Tepanmuu
He(pTPUAKCOHOM B KIMHUYECKUX HCCIEIOBAHUSX, SBISAIOTCS 203UHO(DUIMS, JEeHKONEeHHUs,
TPOMOOLIMTONIEHUS, TUAPEsl, ChIIb U TOBBIIIIEHHE AKTUBHOCTH MEYEHOYHBIX ()EPMEHTOB.

Pe3roMe HexxenaTeabHbIX PeaKIIUi

Jlns omucaHWsT 4acTOTHI HEXKENATENBHBIX PEaKIUil HMCIOIB3YeTCs CIEAyIoNias KiacCu(uKamus:
oudeHb yacTo (>1/10);

gacto (ot >1/100 mo <1/10);
Hevacto (ot >1/1000 mo <1/100);
penko (ot >1/10000 mo <1/1000);
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odeHb peako (<1/10000);

qaCcToTa HCM3BCCTHA (Ha OCHOBAHHMH UMCHOIIUXCA JaHHBIX OICHUTD HGBOSMO)KHO).

HexenatenbHble peakuM CrpyNIAPOBAHBI B COOTBETCTBUM C KJIACCAMM CHCTEM OpPraHOB
MEIULMHCKOTO CIIOBAaps AJIsi HOPMAaTUBHO-TIPaBOBOM AesrenbHocTd MedDRA.

HH(belmuu U unHeasuu. HEYaCTO — MHUKO3BbI IIOJIOBBIX OPIraHOB; PEAKO — HCGBI[OMCM6paHO3HBII7I
KOJIUT.

Hapywenus co cmoponwsl kposu u tumghamuueckotl cucmemspl: 4acTo — 303UHO(PUIHUS, JTeHKOIIEHUS,
TPOMOOIMTONIECHUST; HEYACTO — TPAHYJIOLUTONICHUSI, aHEMUS, KOAryJIONaTHsl.

Hapywenus co cmoponul HepeHoll cucmembl: HEYACTO — FOJIOBHASI 0OJIb U TOJIOBOKPYKEHHE.
Hapywenus co cmoponul OvixamenvHoti cucmemsl, Op2aHos8 epyOHOU KIemKU U CPeOOCMEeHU.!
HEYacTo — OPOHXOCHa3M.

Kenyoouno-kuweunvie napyuieHus: 4acto — auapes, HeoHOPMIEHHBIA CTYJI; HEYACTO — TOLIHOTA,
pBOTA.

Hapywenusa co cmoponvl neuenu u scenyedbl8o0sAWuUx nymeu: 9acTo — TOBBIIICHHE aKTUBHOCTH
neyeHo4YHbIX pepmeHToB (acnapraramuHorpancdepassl (ACT), ananunamuHotpancdepassl (AJIT),
menouHoit gocdarassr (IL[D)).

Hapywenus co cmoponvl Kodicu u noOKONICHbIX MKAHell: YaCcTO — Chlllb; HEYAcTO — 3YyJI; PEIKO —
KpanuBHULA.

Hapywenus co cmoponbvl nouek u Mouesbi800auux nymeli: peIKo — reMaTrypusl, TII0OKO3ypusl.

OO0m1e HapyIIeHHs] ¥ PeaKI[iu B MECTE BBEJECHHUS: HEUacTo — (PieduT, peakiiui B MEeCTe BBEIACHMUS,
MOBBILIIEHUE TEMIIEPATypPhl Tella; PeIKO — OTEKH, 03HOO.

Jlabopamopnvie u uncmpymenmanbHvle OaHHble. HEYacTO — yBEIMUEHHE KOHLEHTPAIM1 KpeaTHHUHA
B KPOBH.

IlocTperucTpaliImOHHOE Ha6J'IIOI[eHI/Ie

Huxe ommcanbl HexenaTeNbHbIE peaKIMK, HAOMIOAABIIMECS MPU MPUMEHEHUU Le(TpuakcoHa B
MIOCTPErucTpalioHHOM niepuoe. OnpeaeneHue 4acToT HabMI0JaBIINXCS peaKlnid, a TAK)KE UX CBSA3H
C IpUMEeHeHueM IedTpUaKcoHa, He BCErJa BO3MOXKHO, TaK KaK HEBO3MOYKHO YCTaHOBUTH TOYHBIN
pa3Mep MOMyJIAIHNH MallHeHTOB.

Hugpexyuu u unsasuu: cynepuHpeKIH.

Hapywenus co cmopoHul kposu u tumpamuueckou cucmemsl. yBETHUSHHE TPOMOOTTACTHHOBOTO U
MPOTPOMOMHOBOTO ~ BPEMEHM, TeMonuThueckas aHemus. OmnucaHbl OTHAEIbHBIC  ClIydau
arpanynonutosa (< 500 kiIeTok/mMKI), mpuueM OOJBITMHCTBO W3 HUX pa3BUBAIUCH mocie 10 mHei
JIEYCHUS U IPUMEHEHUS KyMYJISTUBHOM 0361 20 T 1 Oonee.

Hapywenus co cmoponbt umMmyHHOU cucmembl: aHAQUIAKTUIECKUN MIOK, THIIEPYYBCTBUTEIILHOCTD,
peakuus Spuma-I'epkcreiimepa.

Hapywenus co cmoponul nepénoti cucmemvol: Cya0poru, sH1edaIonaTus.

IIpu npumeHeHuu 1ehaTOCIOPUHOB, BKJIIOYas Le(PTPUAKCOH, OCOOEHHO B BBICOKMX 033X, Y
MAalUMEHTOB C IIOYEYHOM HEJOCTATOYHOCTHIO U JOMOJHUTEIBHBIMU IPEApaCcoIaraloiuMu
(akTopamMu, TAKUMH KaK IMOKUAJION BO3PACT U CYLIECTBYIOIIUE 3a00I€BaHUs IEHTPAIBbHON HEpBHON
CHUCTEMBI, OTMEYAINCH CITy4ar 00paTuMoii SHIIeaionaTuu.

Hapywenus co cmoponul opeana cayxa u 1abupunma: BEpTHTO.

)Ke/zy()quo—Kumequle Hapyuwieru:. naukpeamum, CTOMaTUT, I'NTOCCUT.
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9K3aHTEMATO3HbIM  IYCTyJie3, OTAENbHbIE CIydad TSDKEJIBIX  HEXENaTeNIbHBIX  peakluid
(3kccynatuBHas MyJibTHGOpMHas dpurema, cuHapoM CrtuBeHca-J[>KOHCOHA, TOKCHUYECKUN
AMUACPMATBHBIN Hekponu3 (cuHapom Jlaiiemia)), IeKapcTBEHHAs peakius ¢ d03uHodmiueii u
cucteMubiMu cumnromamu (DRESS).

HzeecmHnbl  makoice  crnedylowue HedxceramenvHvle peakyuu: 00Opa30BaHHWE IPELUMUTATOB
KaJIbIIUEBbIX coJIel LeTpuakcoHa B KEIYHOM IY3bIpe C COOTBETCTBYIOIIEH CHMIITOMATHKOM,
OmnupyOnHOBast dHIIE(ATONaTHs, ONMUTYPHs, a TakKKe aHa(QUIAKTUYCCKUE WIH aHA(UIAKTOUTHBIC
peaKuuu.

Jlnisi OLEHKM B3aUMOJCHCTBUS IePTPHAKCOHA M KaJbIHMs ObLIO MPOBEIEHO JBa HCCICAOBAaHUS B
YCIOBUSIX in Vitro (OHO C UCIOJIb30BAHUEM ILIa3Mbl B3POCIIBIX U IPYrO€ € UCII0JIb30BaHUEM ILIa3MbI
HOBOPOJKJCHHBIX, IT0JIy4€HHOHN U3 IIyIIOBUHHON KPOBH).

HedTpuakcon ¢ koHLeHTpauusaMu A0 1 MM (KOTOpbIE MPEBHIIAI0T KOHIICHTPAINH, JOCTUTAIOIIHECS
B YCIOBMSX in Vvivo mocie BBeleHus 2 I uedrpuakcoHa B Buae MH(Qy3uu B TeueHue 30 MHUHYT)
MCIOJIb30BaJIM B KOMOUWHAIIMY C KAIbIIMEM B KOHLIEHTpauusx 10 12 MM (48 mr/am). BoccranoBienue
e TpHaKCOHA U3 TUIA3Mbl CHMKAJIOCH NMPU KOHIIEHTPAMSIX KaibIusa > 6 MM (24 mr/min) B tuiazme
B3pOCIbIX WK > 4 MM (16 Mr/m1) B 171a3Me HOBOPOKIEHHBIX. DTO MOXKET OTPaXaTh MPEILUIUTAIIUIO
e TPHAKCOH-KAIBITUH.

Onucanbl OTJeNbHBIE (aTanbHbIe CIy4au OOpa30BaHUs MPELMIIUTATOB B JIETKUX W TOYKaxX IO
pe3ysbTaTaM UCCIICOBAaHMSI AyTOIICHM Y HOBOPOXJICHHBIX, IMOJNyYaBIIUX MEe(PTPUAKCOH W
KaJIbIMICOIEpIKAIIUE PACTBOPBI. [IpH 3TOM B OTJENBHBIX CITy4Yasx ObLI HCIIOJIb30BaH OJJMH BEHO3HBIN
noctyn, u oOpa3oBaHHE MPEIUNHUTATOB HAOIIOJAIOCh HEMOCPEACTBEHHO B CHCTEME JUIS
BHYTPUBEHHOTO BBeJleHUs. Takxke onucaH, Kak MUHUMYM, OJIMH CIy4ail CO CMEepPTENbHBIM UCX0JI0M
MIPY PA3JIMYHBIX BEHO3HBIX JOCTYMAaX U B PA3JIMYHOE BPEeMs BBEJACHUS e TPHAKCOHA BHYTPUBEHHO
Y KaJbIUicoepKalmx pacTBOpoB. [Ipu 3ToM Mo pe3ynbTaTam HCCleI0BaHUS aAyTONCUU Y TAHHOTO
HOBOPOXKJICHHOTO MPEIMITUTATHI He ObLITN 00HapykeHbI. [Tog00HbIe ciTydan HAOIIOAATNCEH TOIBKO Y
HOBOPOXKJEHHBIX (CM. paznen 4.4.).

3aperucTpupoBaHbl Ciydyan oOpa30BaHMs MPEIUIUTATOB Ie(TpUaKCOHA B MOYEBBIBOISIINX MYTAX
TJIaBHBIM 00pa3oM y AeTeid, MoTydyaBIuX JU00 OOJbIKe CyTOUHbIE A03bI mpenapata (> 80 Mr/kr B
CYTKH), THOO0 KyMYyJISITUBHBIE 10361 O0s1ee 10 1, a Takyke MMEBIIIUX JOMOTHUTENbHBIEC (DaKTOPBI pHUCKA
(06e3BOkHBaHME, MOCTENBHBIN pexiuM). OO0pa3oBaHrEe MPEIUIUTATOB B MOYKAX MOXKET MPOTEKATh
OECCUMIITOMHO WJIH TPOSIBIISATHCS KIMHUYECKH, MOXKET MPUBOJIUTH K OOCTPYKIIMU MOYETOUYHUKOB U
MOCTPEHAJIbHOM OCTPOM MOYEYHOM HEIOCTATOUYHOCTU. J[aHHOE HEXKeNnaTeIbHOE SIBICHHE HOCHUT
00paTUMBII XapaKTep U UCYE3aeT MOCIIe TIPEKPAIIECHUs TepATHH e TPHAKCOHOM.

BHy'TpI/IMBII_HC‘-IHaSI WHBCKI A oe3 NMPUMCHCHUA JIMJOKANHA 0oJIe3HEHHA.

Obwue HapyweHus u peakyuu 8 Mecme 66e0eHusl. B PeIKUX ClIydasx (ueOuT nocie BHyTPUBEHHOTO
BBenleHUs. Ero MoxxHO n30exath, BBOJS Mpenapat MeAJIeHHO B TEUEHUE 5 MUHYT, MPEANOYTUTEIHHO
B KPYITHYIO BEHY.

COO6H_ICHI/IC 0 TOA03PECBACMBIX HEXKECIATCIbHBIX PCAKITHMAX

BaxHo coo0mare O NOJO3PEBAaEMbIX HEKEJIATENIBHBIX PEAKIMUAX IMOCIE€ PErucTpanuu
JIEKapCTBEHHOT'O Iperapara ¢ ILeJbl0 00ecrneueHus] HEMpPEepbIBHOIO MOHHMTOPUHIA COOTHOILIEHHS
«T10JIb3a-PUCK» JIEKAPCTBEHHOT O Ipenapara. MeInnuHCKIM pabOTHIKAM PEKOMEHIyeTcs COO0IIaTh
0 JOOBIX I0/I03PEBAEMBIX HEKEJIATENIbHBIX pPEAaKLUAX JIEKApCTBEHHOTo IIpernapara dYepes
HallMOHAJIbHBIE CUCTEMbI COOOIIEHUS O HEKENATeIbHBIX PEeAKIUSIX TOCYyJapCTB - YICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COH03a.

Poccuiickas ®@eodepayus.

denepanbHas ciryk0a 1o HaA30py B cepe 3ApaBOOXpPaHEHUS.
Anpec: 109012, r. MockBa, CnaBstHcKast miiomanisb, a. 4, ctp. 1.
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Tenedorn: +7 800 550 99 03 (NOCNEOOBATENBHOCTE 0005)

DnektpoHHas nmoura: pharm@roszdravnadzor.gov.ru unu npr(@roszdravnadzor.gov.ru
Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHOM ceTn « THTepHeT:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

ge!l}T[QHaKCOH

HpI/I MNEPEAO03UPOBKE IrEMOANAINS U HCpI/ITOHeaHLHHﬁ AWajin3 HE CHU3AT KOHLICHTpAUU IIp€riapaTra.
CHeLII/I(bI/I‘-IGCKOI‘O aHTujgoTra HeT. B cjiydac Imnepcao3upOBKHU PEKOMCHAYCTCA CHUMIITOMATHYCCKOC
JICYCHHUC.

JIngokanH

[Ipyn nepeno3upoBKe JHAOKaWHA TOKCHMYECKHE PEaKlMu HaONIOJAIOTCS TJIaBHBIM 00pa3oM co
cTtopoHsl 1eHTpanbHol HepBHOU cucteMbl (LIHC) u cepaeuno-cocynuctoi cucremsl. [Ipu sTom
TOKCHYHOCTh co ctoponbl [[HC mporpeccupyer, Takum o0Opa3om, CTENeHb TSHKECTH CHUMIITOMOB
Hapacraer.

[Tpu HenpeaHaMepeHHOM BBEACHUU TIpernapaTra B COCYyIUCTOE PYCIO yKa3aHHbBIC J1aiee CUMIITOMBI
BO3HHUKAIOT HEMEJICHHO (T. €. uepe3 1-3 MUHYTHI), a pU NEePeAO3UPOBKE — ¢ 3aaepxkkon B 20-30
MUHYT.

K panHuM cumMnToMaM nepero3upoBKU OTHOCSITCS: 3€BOTA, IApeCTE3UH (B MIEPBYIO OYEPEb BOKPYT
pTa), COHIMBOCTb, BO30YKIEHHE, TOJIOBOKPYKEHUE, IIYM B yIlIaX, TUIIEpaKy3Hs, HapyLIeHUE 3pEeHUs,
JU3apTpUsl U aTaKCHs, a TAKXKe TOIIHOTA U PBOTA.

IIpy MHTOKCUKALIMK CPEIHEH CTENEHU TSHKECTH MOTYT IPUCOEAUHATHCA MBILIEYHBIE CyIOPOTU WU
MBIIIEYHBIE CIAa3Mbl, MPEAIIECTBYIOIINE TIE€HEPAIU30BaHHBIM cyfoporaMm. IIpm omnpeneneHHbIX
00CTOSTENILCTBAX 32 3TUM MOXKET CJIEI0BATh MOTEPS] CO3HAHMS, yTHETEHHUE JIbIXaHHsI U KOMA.

B TsprensIx ciydasix BOSHHKAIOT TAaK)Ke PEAKIIMU CO CTOPOHBI CEPJICUHO-COCYTUCTON CUCTEMBI (Yare
BCEr0 TOJBKO MOCIIE MOSBICHUS CUMIITOMOB CO CTOPOHBI LIEHTPAJIbHON HEPBHOW CHCTEMbI) B BUIE
MaJIeHus apTePUAILHOTO JaBJIEHUsI, OpauKap iy U apUTMHI.

B CJIyuac OUCHb TSDKEI0M HHTOKCHKAIIMM MOYKET HACTYIUTD IMOJIHAA aTPUOBCHTPUKYJIAPHAA 6J10Ka)la
M OCTaHOBKa cepaua.

[Ipy mosiBeHWH NMPU3HAKOB OCTPOM CHUCTEMHOW TOKCHUYHOCTH CJEIYET HEMEUICHHO NPEKpPaTUTh
BBeJleHue npenapara. Crnenuduyeckoro aHTUAOTAa HeT. JleyeHwe  Mepeo3UpOBKU  —
CUMIITOMaTH4ecKkoe. B cilydae OCTaHOBKM cepjua cClelyeT HEMEMJICHHO HayuHaThb CEepleYHO-
JIETOYHYIO PEaHUMAlLIMIO, B TOM YHCIIe KyTUPOBAaHUE alli]103a.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapmakoTepaneBTHUECKas TPyINa: aHTHOAKTepHalbHbIe CPEACTBA CUCTEMHOTO JEHCTBHUS; pyrue
OeTa-JakTaMHbIE aHTHOAKTEpHAJIbHBIE CPEICTBA; 11e(haIOCIOPUHBI TPETHETO MOKOIEHHUS.

Kox ATX: JO1DDO04

MexaHu3M IeUCTBUS

LedTpuakcon — mapeHTepanbHbIN HedanocnopuHoBbii aHTHOMOTHK 1] MoKoneHuUs.

BakrepuruaHas akTHBHOCTS 1€ TprHaKCcOHa 00YCIIOBIIEHA MOIaBJICHUEM CHHTE3a KIIETOYHOU CTEHKHU
Oaktepuid. In vitro uedTPUAKCOH OONANAET MIUPOKUM CIEKTPOM JEWUCTBUS B OTHOIICHUU
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rpaMOTPpHUOATCIBHBIX W T'PaMIIOJOXUTCIIBHBIX MUY KDOODFE{ELII’;II\;IO]BEJ'IBEH EEB]%B’;&E%‘;}I&:I EIK

OOoNbIIMHCTBY [f-iakTamMa3 (Kak NEHUIWIUIMHA3, Tak W IedalocropuHas), BbIpadaThIBAEMbIX
IPaMITOJIOKHUTENILHBIMH U TPAMOTPHUIATEIIEHBIMA OAKTEPUSMH.

dapmakonuHamuyeckue 3O EKThI

HedTprakcon 0ObIYHO aKTUBEH B OTHOIICHUU CJIETYIOIIUX MUKPOOPTaHU3MOB:
I'pamnonoxcumenvrvle azpoowl

Staphylococcus aureus (METULIMJUTMHOYYBCTBUTEIbHBIN), KOaryJja3o-oTpuLaTeIbHbIE
crauinoKkokku, Streptococcus pyogenes (B-remonutuyeckuid, rpynmsl A), Streptococcus agalactiae
(B-remonutuueckuii, rpymnmbl B), B-reMoauTHYecKHE CTPENTOKOKKH (Tpynmbl HH A, HU B),
Streptococcus viridans, Streptococcus pneumoniae.

Ipumeyanue. MetuunuimHOycTOMUNBEIE Staphylococcus spp. pe3UCTEHTHBI K 1ie(allocliopruHaMm, B
ToM uncie kK nedrpuakcony. Kak npasuno, Enterococcus faecalis, Enterococcus faecium n Listeria
monocytogenes TakXe yCTONYUBBI.

I pamompuyamenvhuvle aspodvl

Acinetobacter Iwolffii, Acinetobacter anitratus (rnaBHbIM 00pa3oM A. baumannii)*, Aeromonas
hydrophila, Alcaligenes faecalis, Alcaligenes odorans, ankanureHomnonoOHbie Oaktepuu, Borrelia
burgdorferi, Burkholderia cepacia, Capnocytophaga spp., Citrobacter diversus (8 Tom uucne C.
amalonaticus), Citrobacter freundii*, Escherichia coli, Enterobacter aerogenes®, Enterobacter
cloacae®, Enterobacter spp. (npouue)*, Haemophilus ducreyi, Haemophilus influenzae,
Haemophilus parainfluenzae, Hafnia alvei, Klebsiella oxytoca, Klebsiella pneumoniae**, Moraxella
catarrhalis (panee Ha3wIBaBIIasics Branhamella catarrhalis), Moraxella osloensis, Moraxella spp.
(npoume), Morganella morganii, Neisseria gonorrhoeae, Neisseria meningitidis, Pasteurella
multocida, Plesiomonas shigelloides, Proteus mirabilis, Proteus penneri*, Proteus vulgaris,
Pseudomonas fluorescens®, Pseudomonas spp. (npouune)*, Providencia rettgeri, Providencia spp.
(npouwne), Salmonella typhi, Salmonella spp. (HeTudouansie), Serratia marcescens, Serratia spp.
(npoume), Shigella spp., Vibrio spp., Yersinia enterocolitica, Yeisinia spp. (mpoune).

* HekoTopble M30JIATHI 3TUX BUIOB YCTOWYMBBI K LE(PTPUAKCOHY IJIaBHBIM 00pa3oM BCJEICTBHE
oOpa3oBaHus PB-1akTamas, KOJUPYEMbIX XPOMOCOMaMH.

** HekoTopble M30JATHI ATUX BUIOB YCTOWYMBBI BCIIEACTBUE 00pa30BaHuUs LENIOr0 psAAa MIa3MUI0-
OIIOCPEIOBaHHBIX [-IaKTamas.

IIpumeyanue. MHOTHE IITaMMBI BBIILIEYKa3aHHBIX MUKPOOPTaHU3MOB, [TOJINPE3UCTEHTHBIE K IPYTUM
aHTHOMOTHKAM, TAKUM KaK aMUHOTIEHUIIMJUIMHBI U YPEUI0NEHUIIMIIIINHBL, 1IeQaloCIIOPHUHBI IEPBOTO
¥ BTOPOTO MOKOJICHUSI 1 aMUHOTJIMKO3U/IbI, YyBCTBUTENbHBI K leTpUakcony. Treponema pallidum
YyBCTBUTEIbHA K HEQTPUAKCOHY in Vitro W B OSKCIEpUMEHTaX Ha >KUBOTHBIX. KiuHHueckue
UCTBITAaHUS TTOKa3bIBAIOT, UYTO Ie(PTpHakcOH obnanaeT xopoiei 3((eKTUBHOCTHIO B OTHOIICHUU
MEPBUYHOTO U BTOPUYHOIO cuduiuca. 3a OouyeHb HEOOJBIIUMH HCKIIOYEHHUSIMH, KIMHHUYECKHE
U30JIATHL P. aeruginosa ycTOWYUBHI K 1IETPHAKCOHY.

AHnaspobul

Bacteroides spp. (xemueuyBctButensubie)*, Clostridium spp. (kpome C. difficile), Fusobacterium
nucleatum, Fusobacterium spp. (npoune), Gaffkya anaerobica (panee naspiBaBmascsi Peptococcus),
Peptostreptococcus spp.

* HekoTopble N30 ThI 3TUX BUIOB YCTOWYUBHI K ITe(pTpHaKCOHY M3-3a 00pa30BaHus 3- JJaKTamas.

IIpumeuanue. Muorue mrammsbl B-nakramazoobpasywoomux Bacteroides spp. (B uyacTHOCTH, B.
fragilis) ycroituusbl. Ycroituus u Clostridium difficile.

UyBCTBUTEIBHOCTh K LEPTPUAKCOHY MOXKHO OINpPENeNiTh AUCKO-AU((Y3UOHHBIM METOJOM HIIH
METOZIOM CEpUIHBIX pa3BeACHUI Ha arape MU OyJIbOHE, UCIONb3Yys CTAHIAPTHYIO METOIUKY,
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MOIOOHVIO TOM, KOTOPYIO pekoMeHayer MHCTUTYT Knnﬂnqéa&ilﬁ%%ﬁ'ﬂ%%g [c-:l]jaﬁ)i%h
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(MKJIC). UKJIC ycTaHOBWII CIIEAYIONINE KPUTEPUH OIICHKHU PE3YJIHTATOB MPOOBI I e TPUAKCOHA!

YMepeHHO .
YUyBCTBUTEIbHBI VY cTOHYNBEL
YYBCTBUTEIbHBI
Memoo paseeoenuti
[TonaBnsromas KOHIIEHTpaIus, <8 16-32 > 64
MI/1
Memoo ouckos (nuck ¢ 30 Mkr
e TprHaKcoHa) ~91 20-14 <13
JnameTp 30HBI 33JICPIKKH POCTA, - -
MM

g onpeneneHus cieayeT OpaTh AUCKU C HEPTPUAKCOHOM, TaK KaK B WCCIEIOBaHUSX in Vitro
MMOKAa3aHo, 9TO e()TPUAKCOH aKTUBEH B OTHOIICHUH OT/ICIBHBIX IIITAMMOB, KOTOPBIC OOHAPYKUBAIOT
YCTOMYMBOCTH MPHU UCTIOIH30BAaHUH JUCKOB, IPEIHA3HAYECHHBIX JIJIsl BCEU TPYMIIbI 1IealOCIIOPHUHOB.

Bmecro cranmaproB UKJIC nns onpeneneHus 4yBCTBUTENIBHOCTH MHUKPOOPTraHU3MOB MOXKHO
UCIIONIb30BaTh M JIPYTHE€ XOpOIIO CTaHAApTU30BAaHHBIE HOpPMAaTHBBL, Hampumep, Hemerkoro
uactutyta crapmaptusamuu  DIN  (Deutsches Institut fur Normung) u MexmayHapoIHBIC
pexomennauun  ICS  (International  Collaborative  Study), mno3Bossromue — ageKBaTHO
WHTEPIPETUPOBATH COCTOSIHIE YYBCTBHTEIHLHOCTH.

5.2. ®DapmMakoKHHEeTHYECKHE CBOCTBA

AOGcopOrus

[Tocne onHOKpaTHOW BHYTPUBEHHOM MH(Y3uM 1 I HepTpHakcoHa ero KOHIEHTpalus J10ocTUraia
168,1 + 28,2 mr/n yepe3 30 munyT. [locie oqHOKpaTHOM BHYTpUBEHHOM MH(]Y3uH 2 T nepTpuakcoHa
€ro KOHIEeHTpauus gocturana 256,9 + 16,8 mr/in yepe3 30 MUHyT.

ITocme OAHOKPATHOI'0 BHYTPHUMBIIICYHOI'O BBCIACHUMA 1 r He(i)TpI/IaKCOHa MaKCuMaJIbHas1
KOHIOCHTpausd B IJIa3M€ 81 mr/n A0CTUTAJIACh B IpCaciIax 2-3 yacoB mocie BBCACHMUAI.

[Imomagu moOX KPHUBOM «KOHIIGHTpAIlMsl B IUIa3ME€ — BpeMs» TI0CIHE€ BHYTPHUBEHHOTO U
BHYTPHUMBIIIEYHOTO BBEIEHUS OAMHAKOBBL. DTO O3HAa4YaeT, YyTO OMOJOCTYHNHOCTHh LedTpHakcoHa
ocJie BHYTPUMBIILIEYHOT 0 BBeZIeHUs cocTasisieT 100 %.

ITocne BHyTpHuBEeHHOTO O0MtOCcHOTO BBeieHUs 500 Mr u 1 r nedTpuakcoHna cpeHsas MakCUMalbHas
KOHLEHTpaLUs B IJa3Me KPoBH cocTaBmiia npuoau3utenbHo 120 mr/a u 200 Mr/i, cCOOTBETCTBEHHO.
[Tocne BuyTpuBeHHOM HHPY3un 500 Mr, 1 r 1 2 r nedTprakcoHa KOHIIEHTpALUs Mpernapara B Iia3Me
KpoBH cocTaBuia npubnuszurensHo 80, 150 u 250 mr/n, coorBeTcTBeHHO. [locine BHYTpUMBIIIEYHOM
WHBEKIIMM 3HAYeHHs CpeAHEed MaKCHMalbHOM KOHIEHTpaluuu Le(TpUakcoHa B IIa3Me KPOBHU
MIPUMEPHO B J[Ba pa3a HUXKE, YeM ITOCIIe BHYTPUBEHHOTO BBEJICHHS DKBUBAIICHTHOH JT03BI TIpenapara.

Pacnpenenenue

O06bem pacnipeneneHus nedTpuakcona pasusercs 7 — 12 .

[Tocne BHYTPUBEHHOTO TPHUMEHEHHUs LEe(PTPUAKCOH OBICTPO MPOHHMKAET B HHTEPCTHIIHMAIBLHYIO
XKHUJIKOCTh, TJI€ OaKTepUIIUIHbIE KOHIICHTPAIIUUA B OTHOIICHUH YyBCTBUTEIBHBIX MUKPOOPTAHU3MOB
COXpaHsAIOTCS B TeUeHHE 24 4acoB.

[Tocne BBenmenus B 1o03e 1 — 2 1 1ieyTpuakCcoH XOpOIIIO MPOHUKAET B TKAHU U KUJIKOCTH OpPTaHHU3MA.
B TCUCHUC 60JICC 24 qacoB €1ro KOHHeHTpaI_[I/II/I HaMHOTI'O HpeBLIH_IaIOT MUHHUMAJIBHBIC ITOJABJIAOIIINEC
KOHIICHTpAIUHU sl OOJIBIIMHCTBA BO30yauTeneit nHdekuuii 6oee yemM B 60 TKaHAX U )KUJIKOCTAX (B
TOM 4YHCJIIC B JICTKHX, cepnue, JKCIIYHBIX nyTix, IICYCHU, cpenHeM yxe 158 CHI/IBPICTOﬁ HOCa, KOCTHX, a
TaK)K€ CIIMHHOMO3TOBOM, IJIEBPATIbHOM M CHHOBHAIBHOM >XKUAKOCTAX U CEKPETE MPEACTATEIbHOU
JKEJIe3BbI).
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e TpraxcoH 00paTUMO CBS3BIBAETCS C AJILOYMHUHOM CTeneﬁD&ﬁl%“cEmEﬂ&" Eﬁ"l/ll\l/l‘elll);lb
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95 % mpu 3HAYEHUAX KOHIIEHTPALUHU IIeTpUaKCOHa B TuIa3Me KpoBu MeHee 100 mr/i.

Jloniss CcBsI3aHHOTO € OCJIKOM TIUIa3Mbl KPOBHM Ie(PTpHAKCOHA YMEHBIIACTCI C POCTOM €ro
KOHIIGHTpAllUM, TaK KaK CBA3BIBAHUE HACBHIIIAEMO M COCTABIISIET OKOJIO 85 % Ipu 3HAUYECHMSIX
koHneHtpanuu 300 Mr/im.

HpOHuKHoeeHue 6 OmoebHble MKAHU

LedTpuakcon npoHUKaeT yepe3 000JOYKH TOJOBHOTO M CHHMHHOTO Mo3ra (MO3roBble 00OJIOUKH).
HpOHI/IKHOBeHI/Ie HaI/I6OJIee BBICOKO IIpH BOCHAJICHUH MOCJICIHUX. CpeZ[HSISI MaKCHUuMaJibHasa
KOHIEHTpalus epTpuakcoHa B CIMHHOMO3TOBOW JKUIKOCTH JOCTUTaeT 25 % OT KOHILIEHTpalHH
e TprakcoHa B IJIa3Me KPOBU Y MAIMEHTOB ¢ OaKTepUAIIbHBIM MEHHHTHUTOM, W TOJBKO 2 % oT
KOHIICHTPALlMU B TUIa3M€ KPOBHM y TAIIMEHTOB C HEBOCHAJICHHBIMA MO3TOBBIMH OOOJO4YKamu (0e3
MEHHHTUTa). MakcumanbHasi KOHIIHTpalusi me(TpruakcoHa B CIIMHHOMO3TOBOM KHIKOCTH
JOCTHraeTcs MPUMEPHO yepe3 4 — 6 4acoB MOCJIe ero BHYTPUBEHHOTO BBEICHHSI.

[edTprakcoH MpoxXoauT Yepe3 IUIareHTapHbId Oapbep. LledTpruakcoH B MaibIX KOHIICHTPAIUSIX
BBIJIETISICTCS C TPYAHBIM MOJIOKOM (3 — 4 % OT KOHIIEHTpAllMU B TUIa3Me KPOBH Y MaTepH depes 4 —
6 JacoB).

EI/IOTDaHCd)ODMaI_II/IH

IedTprakcoH HE TOABEPracTCcsl CUCTEMHOMY META0ONHM3My, a IPEBpAIlacTCs B HEAKTHBHBIC
MeTabOIHUTHI O] IEUCTBUEM KUIIEUHON MUKPO(DIOPHL.

OnMMUHALNS

OO6muit mna3MeHHbI KinupeHc nedrpuakcona cocrasiuserT 10-22 ma/munH. IloueuHblil KiaupeHc
paBusiercs 5-12 mu/muH. 50-60 % nedrprakcoHa BEIBOJUTCS B HEU3MEHEHHOM BUJE MMoYKkamH, a 40-
50 % — B HEM3MEHEHHOM BUJie KHIIeUHUKOM. [lepro/; monyBbIBeIeHNS IEPTPHAKCOHA COCTABIISAET Y
B3pPOCJIBIX OKOJIO 8 4acoB.

JInHelHOCTh (HEIUMHENHOCTS)

dapMakoKMHETHKAa  Le(TpUakcOHa  HOCUT  HEIMHEHHbIM  Xapaktep. Bce  ocHOBHbIE
(apMaKOKMHETUYECKHE IapaMeTpbl, OCHOBAaHHbIE HAa OOLIMX KOHIIEHTpALUsAX Ipernapara, 3a
UCKJIIOYEHUEM TepHOAa IOJNYBBIBEJEHHUS, 3aBHCIT OT JIO03bI W BO3pAacTalOT MEHEe YeM
MPONOPIMOHATIBHO €€ YyBenuueHuto. HenuHelHOCTh XapakTepHa i (apMaKOKMHETHUYECKHX
rapaMeTpoOB, 3aBUCSIIMX OT OOIIEH KOHIEHTpaluu HedTpHaKcoHa B TUTa3Me KPOBH (HE TOJIBKO
CBOOOJHOTrO HEe(PTpUAKCOHA), U OOBSICHIETCS HACBHIICHHEM CBS3bIBAHMS Ipernapara ¢ OeIKamMH
J1a3Mbl KPOBH.

IloyeuHas WM NeYCHOYHAS HEAOCTATOYHOCTh

Y [amueHToB € JIETKOM WJIM YMEPEHHOM TNOYE€YHOW WM TEYEHOYHOW HEA0CTATOUYHOCThIO
(dapMakoKUHETHKA MePTpUaKCOHa M3MEHSETCS] HEe3HAYUTENbHO. [[ake y MalMeHTOB C TSXKEIon
MMOYEYHON HETOCTATOYHOCTHIO OTMEYAETCS JIUITh HEOOBINOE YBEIMICHHE ITEPHO/Ia TTOTYBBIBEICHHS
B IJI1a3Me KpOBH (MeHee ueM B 2 pasa).

YMepeHnHoe yBennueHne epro/ia oTyBhIBEACHUS e TpUAKCOHA TTPH MOYEYHON HETOCTATOUYHOCTH
MOXXET OOBSACHATHCS KOMIICHCATOPHBIM TOBBIIICHHEM HEMOYEYHOro KJIHMpPEHCa OOIIero
nedTpruakcoHa B pe3yJbTaTe CHUKEHUS CBSI3bIBAHUS C OCIIKAMHU.

Y nanueHToB € MEYEHOYHON HEIOCTaTOYHOCTBHIO MEpPHO] MONYyBBIBEJCHHUS LEe()TPUAKCOHA He
YBEIIMYUBAETCS B CBA3M C KOMIICHCATOPHBIM MOBBIIIEHHEM MOYEYHOTO KiIMpeHca. [IpuunHoil Takke
CITy’KUT yBEJIMYEHUE KOHIICHTPALIUU CBOOOIHOTO IIepTPHAKCOHA B TJIa3Me KPOBH, UTO CIIOCOOCTBYET
napajioKCaTbHOMY TTOBBIIICHUIO OOIIEro KIMpeHca mpenapara. Hapsity ¢ moBbIIEHHEM 00IIero
KIIMPEHCa TaKKe OTMEYAeTCsl yBEIMUCHHE 00beMa pacipeiesieHus..

JIWIa MOKUIIOro BO3pacTa
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Y B3pOCJIBIX MAL[UEHTOB.
€T’

Y HOBOPOXICHHBIX ATl TEpUOJ TMOTYBBIBEICHUS IEPTPUAKCOHA YBEIHYEH 1O CPaBHEHHUIO C
JIPYTUMH BO3pacTHBIMU Tpymnmnamu. B miepBeie 14 nHEHl JKU3HM KOHICHTpAlMs CBOOOTHOTO
e TpHakcoHa B TUIa3ME€ KPOBU MOXKET OBITh JIOMOJHUTEIBHO IOBBIIIEHA Ojaromapsi HHU3KON
KITyOOUKOBOW (DHIIBTPAIUN U OCOOCHHOCTSIM CBSI3BIBAHUS Mperapara ¢ OeJIKaMy TUIa3Mbl KPOBH.

v ManueHTOB JACTCKOr'0 BO3pacTa ICpHUOA ITOJYBBIBCIACHHA MCHBIIC, YCM Y HOBOPOXICHHBIX U
B3pPOCJIbIX.

3HaueHusl IJIa3MEHHOTO KJIMpeHCa W o0beMa pachpeneNieHus o0Imero mneTpuakcoHa BHIINIE Y
HOBOPOYK/ICHHBIX, IPYIHBIX JCTCH U aeTeit Miaie 12 JIeT Mo CpaBHEHHUIO C TAKOBBIM Y B3POCIIBIX.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB
OTCyTCTBYIOT.

6.2. HecoBmMecTHMOCTH

JlaHHBI JIEKapCTBEHHBIM I@penapar HE CIEQyeT CMEIIMBaTh C JIPYTMMH JIEKAPCTBEHHBIMU
IpenapaTamy, 3a HCKJIIOUEHUEM YIIOMSIHYTHIX B paszaene 6.6.

PactBopel mpenapara lledprpuakcon He cremyer cMmemmBaTh WIH J00aBIATh B PACTBOPHI,
CoJIep>KaIlye Jpyrue NpoTHBOMUKPOOHBIE MpemapaThl.

Hedrpuakcon papmaiieBTHYECKH HECOBMECTUM C aMCAaKpPUHOM, BAaHKOMHITMHOM, ()IYKOHA30JIOM U
amMuHorMKo3uaaMu. Heo6xoaumo pas3aensHoe BBEICHUE.

OOpazoBaHue NPELUIIUTATOB KaJbLIUEBBIX CcoOJIed He(TPUAKCOHA MOMKET MPOUCXOAUTH IpHU
cMmeleHnu mnpenapara LledTpuakcoH B/B U KanbLuHCOAepKALIMX PACTBOPOB MPU HMCIIOIb30BAaHUU
OJITHOTO BEHO3HOTO JOCTYTIA.

Henpb3s ucnonb3oBath A7 MPUTOTOBIEHUS pacTBOPOB npenapara lledrpuakcon ans BHyTpHBEHHOTO
BBCACHHA W HUX MOCICAYIOLICTO Pa3BCACHHUA PACTBOPUTCIIN, COACPIKAIINC KaﬂBHHﬁ, TaKHUE€ KakK
pactBop Punrepa umm pactBop XapTMmaHa, U3-3a BO3MOXKHOTO 00pa3oBaHus MpenunuraToB. Hemb3s
WCIIONB30BaTh Tpemnapar lledTpuakcoH BHYTPUBEHHO OJHOBPEMEHHO C KaJIBIIMICOEP KAIUMHU
pacTBopamMH Uil BHYTPHBEHHOTO BBEJEHHUS, B TOM UHCJIE€ C JIUTEIbHBIMU HHPY3USIMU
Kaﬂbunﬁconepmamnx PacTBOPOB, HAITPUMEDP IMPU NAPCHTCPAIbHOM IMTUTAHUH C UCITIOJIB30BaHUEM Y-
KOHHeKTopa. J[7is Bcex rpyImi MalieHToB, KpOME HOBOPOKIEHHBIX, BO3MOXHO IMOCIIEIOBATEILHOE
npuMeHeHue mnpenapata llepTprakcoH BHYTPMBEHHO M KaJbLIMHCOAEP)KALIUX PacTBOPOB IMpHU
TIIATETbHOM MPOMBIBAHUU WH(Y3UOHHBIX CHCTEM MEX]y BIMBAHHSIMH COBMECTUMOU JKUIKOCTHIO
(cm. pazmener 4.3.,4.4.,4.5.,4.8.).

6.3. Cpok rogHocTH (CPOK XpaHeHMs)

HeBckpruIThIl hi1akoH

3 roxa.

IIpUroToBIEHHEBINA PACTBOD

OO1IMM MTPaBUIIOM JOJKHO OBITh HCIOIB30BAHUE PACTBOPOB Cpa3y MOCIE MPUTOTOBICHUS.

6.4. OcoObie MepbI MPEIOCTOPOKHOCTH NPH XPAHEHUH
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6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH

I[To 0,5 wm 1,0 r neilcTByromero BemecTBa BO (UIaKOHBI M3 OECIBETHOrO CTeKia 1-ro
THIPOJIUTHYECKOTO KJlacca WM 3-TO TUAPOIMTHYECKOTO Kiacca o0beMoM 10 Mil, yKynmopeHHBIC
PE3HMHOBBIMH MMPOOKAMHU.

HPOGKI/I 00KAaTBIBAIOT KOJIITAYKAMU AJIIOMUHUEBBIMU U AIIIOMUHUEBBIMHU C HOHHMepHOﬁ HaKJIaI[KOﬁ
WIA KOJMA4YKaM{ [OJMMEPHBIMU YKYMOPOYHBIMHU  3alIEIKHUBAIOMIMMHUCS IS MEIUIIMHCKUX
(h1aKoHOB.

Ha Ka)K,I[HfI (bJ'IaKOH HAaKJICUBAIOT 3TUKETKY CaMOKIJICAIITYHOCS.

1, 5 wm 10 ¢$IaKoHOB C MOPOIIKOM BMECTE C JUCTKOM BKJIAJIBIIIEM TOMEIIAIOT BO BTOPUYHYIO
YIaKOBKY (MIa4YKy) U3 KapTOHA KOPOOOUYHOTO.

[Tayku yKI1aaeIBarOTCs B SIIUKH U3 KapTOHA, TO(PPUPOBAHHOTO.
Ha simuk HaKJIEWBAIOT 3TUKETKY CaMOKJIIESIIIYFOCS.
6.6. OcoOble MepbI NPEAOCTOPOKHOCTH NMPH YTHUIU3AUMH HCIOJIb30BAHHOIO JIEKAPCTBEHHOI0

npenapata WiM OTX0J0B, MOJYYEHHBIX MO0CJe NPUMEHEHHs JeKAPCTBEHHOIo nmpenapara, u
Apyrue MAHMIYJISILMU € IPenapaToM

IIpaBuia OpUroTOBJICHUS PACTBOPOB

s enympumviwieunon unvekyuu 0,5 v npemapara lledrpuakcon pactBopsitor B 2 mi, a 1 T
npenapata — B 3,5 Mt 1 % pactBopa nuagokanHa;

s esuympusennoii unvexyuu 0,5 T npernapata Lledtpuakcon pacTBopsoT B S M, a | T npenapara —
B 10 MJ1 cTeprIIbHOM BOJIBI JIJ1S1 UHBEKIINIA

s enympuesennoui unghyzuu pazoast 2 r npenapara Lleprpuakcon B 40 M1 0THOTO U3 CIEAYIOIINX
MH(Y3UOHHBIX PACTBOPOB, HE coaepkammx noHoB Kanbuus: 0,9 % pactBop HaTpus xmopuna, 0,45
% pactBop HaTpus xyuopuaa + 2,5 % pactBop neKcTpo3bl, 5 % pacTtBop nekcTpossl, 10 % pacTBop
JEKCTPO3bl, 6 % pacTBOp AeKcTpaHa B 5 % pacTBOpe AEKCTPO3bI, BOAA ISl HHBEKIIUH.

Yruansanus

HHcmpyKL;uu NnO YHUYMOOSICEHUIO HEeUcCnolb306aHHO20 npenapama uiu npenapama C UCmeKutum
CPDOKOM 200HOCIU

[lomaganue JIeKapCTBEHHBIX IIPENapaToB B OKPYXKAWOLIYIO Cpeay JODKHO OBITh CBEJCHO K
MuHMMyMy. He cnegyer yTwim3upoBarh Ipenapar ¢ IOMOIIBIO CTOYHBIX BOJ WM BMECTE C
ObITOBBIMU OTXOZaMu. CleyeT HMCIONb30BaTh YCTAHOBICHHBIE CUCTEMbI YTHIIM3AIMH, €CIU OHU
JOCTYITHBI B BaIllIEM PETHOHE.

YTummzanus IJJHpI/II_ICB/ uria

Heo6xomumo ctporo coOmionaTh ClAeAyOmue PEKOMEHIAIMN TI0 UCIIOJIB30BAHUIO M yTHIIN3AIUN
IITPULIEB U PACXOTHBIX MAaTEPUAIIOB.

— Urne1 IMpUOEI HEJIb3 UCIIOJIb30BaTh ITOBTOPHO.

— Hcnonp30BaHHBIE WIJIBI W IIMPHUIBI TMOMEMIAIOT B 3AlIMIIEHHBIH OT MPOKOJIOB KOHTEWHEp
(eMKOCTB).

— JlaHHBIM KOHTEWHED XPAHAT B HENOCTYITHOM JUIS IETEU MECTe.

VHIYTOXKEeHNE HEHUCITOJIb30BaHHOTO nmpemnapara Uil paCXOAHBIX MAaTCPHAJIOB JOJIXKHO ITPOBOAUTHECA
B COOTBCTCTBHH C JIOKAJIbHBIMHA TpGGOBaHI/IHMI/I.

16



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 06.05.2026 Ne 9180

PR B

7. IEPKATEJb PETUCTPAIIMOHHOIO YIOCTOBEPE st~ 54 TEITEHOCTS 0005)

Poccuiickas @enepanus

000 «AJIBHUJICy

109316, r. MockBa, OcranoBckuii mpoesf, 1. 5/1, ctp. 1, atax 6, odpuc Ne650
Tenedon: +7 495 775-71-61

DnekTpoHHas nmoura: pv(@alvils.ru

7.1. [IpencraBuTe b Aep:KaTesisd PeruCTPANMOHHOIO YA0CTOBEPEHUS

[Iperen3un nmotpeduTeNeH HAMPABISATH IO AAPECY:

Poccuiickas @enepanust

000 «AJIBUJIC»

109316, r. MockBa, OcranoBckuii mpoesn, A. 5/1, ctp. 1, atax 6, opuc Ne650
Tenedon: +7 495 775-71-61

OnexrpoHHas noyra: pharmacovigilance@alvils.ru, pv@alvils.ru

8. HOMEP PEITUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapCTBEHHBIN ITpenapaT OTHOCUTCS K KATETOPHUH OTITYCKA 10 PELEITY.

OO0mas xapakTepucTUKa JekapcTBeHHOro npenapata lledTpuakcon moctymHa B €AMHOM peecTpe
3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3smiickOro IKOHOMHUYECKOTO CO03a W Ha
oduIHMaTEHOM caiite YHIOITHOMOYEHHOTO oprana (axcrepTHOM OpTraHHU3aIIH)
(https://lk.regmed.ru/Register/EAEU_SmPC).
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